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to include it in an appropriate OTC
drug monograph(s), either by amending
an existing monograph(s) or estab-
lishing a new monograph(s), if nec-
essary.

(4) If the condition is initially deter-
mined not to be generally recognized as
safe and effective for OTC use in the
United States, the agency will inform
the sponsor and other interested par-
ties who have submitted data of its de-
termination by letter, a copy of which
will be placed on public display in the
docket established in the Division of
Dockets Management. The agency will
publish a mnotice of proposed rule-
making to include the condition in
§310.502 of this chapter.

(5) Interested parties will have an op-
portunity to submit comments and new
data. The agency will subsequently
publish a final rule (or reproposal if
necessary) in the FEDERAL REGISTER.

(h) Marketing. A condition submitted
under this section for consideration in
the OTC drug monograph system may
be marketed in accordance with an ap-
plicable final OTC drug monograph(s)
only after the agency determines that
the condition is generally recognized as
safe and effective and includes it in the
appropriate OTC drug final mono-
graph(s), and the condition complies
with paragraph (i) of this section.
When an OTC drug monograph has not
been finalized and finalization is not
imminent, after the agency has evalu-
ated the comments to a proposed rule
to include a new condition in a ten-
tative final monograph as generally
recognized as safe and effective and the
agency has not changed its position as
a result of the comments, and the con-
dition complies with paragraph (i) of
this section, the agency may publish a
notice of enforcement policy that al-
lows marketing to begin pending com-
pletion of the final monograph subject
to the risk that the agency may, prior
to or in the final monograph, adopt a
different position that could require re-
labeling, recall, or other regulatory ac-
tion.

(1) Compendial monograph. Any active
ingredient or botanical drug substance
included in a final OTC drug mono-
graph or the subject of an enforcement
notice described in paragraph (h) of
this section must be recognized in an

§331.10

official USP-NF drug monograph that
sets forth its standards of identity,
strength, quality, and purity. Sponsors
must include an official or proposed
compendial monograph as part of the
safety and effectiveness data submis-
sion listed in §330.10(a)(2) under item
VII of the outline entitled “OTC DRUG
REVIEW INFORMATION.”

[67 FR 3074, Jan. 23, 2002]
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Subpart A—General Provisions

§331.1 Scope.

An over-the-counter antacid product
in a form suitable for oral administra-
tion is generally recognized as safe and
effective and is not misbranded if it
meets each of the following conditions
and each of the general conditions es-
tablished in §330.1 of this chapter.

Subpart B—Active Ingredients

§331.10 Antacid active ingredients.

(a) The active antacid ingredients of
the product consist of one or more of
the ingredients permitted in §331.11
within any maximum daily dosage
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